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rdacince negluu
22201 23rd Drive SE
Bothell, WA 980214421

Telephone: 425-486-8788
FAX: 425483-4996

In reply refer to Warning Letter SEA 01-71

Morre L. Dean, President

Adventist Health Walla Walla General Hospital
1025 South Second Ave.

P.O. Box 1398

Walla Walla, Washington 99362

WARNING LETTER

Dear Mr. Dean:

We inspected your firm, Adventist Health-Walla Walla General Hospital located at 1025
South Second Ave., Walla Walla, Washington 99362, on June 21, 2001. During that
inspection our investigator documented violations of Section 501(a)(2)(B) of the Federal
Food, Drug, and Cosmetic Act and Title 21, Code of Federal Regulatlons (21 CFR), Parts
600-680 as follows:

1. Failure to properly label CPD whole blood, and Fresh Frozen Plasma with an
expiration date appropriate for the product [21 CFR 610.53(c)] in that:

a. You labeled CPD whole blood with a 35-day expiration date. The regulations
clearly list the expiration date for CPD whole blood as 21 days.

b. You failed to follow the blood bag manufacturer’s instructions for a 21-day dating
period for whole blood in CPD anticoagulant.

¢.  Your SOP calls for use of CPDA-1 anticoagulant, not CPD anticoagulant for your
whole blood collection bags. CPDA-1 anticoagulant has a 35-day expiration dating
period if stored at proper temperatures.

d. The whole blood label, attached to the collection bag for donor g collected
on June 13, 2001, had both the CPDA-1 label as well as a CPD whole blood label.



Morre L. Dean, President 2
Adventist Health Walla Walla General Hospital
Walla Walla, Washington
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1 t the proper temperature [21 CFR 640.34(b)] in
May 29-June 4, 2001, the recording charts show the

ature at -17° centigrade and on June 21, 2001, the temperature was observed
centigrade. No corrective action was taken.
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ailure to standardize and calibrate equipment used in the storage of biood and blood
56

a
omponents [21 CFR 606.60(a) and (b)], in that:

G

Thew"“"digitai thermometer was last calibrated on February 12, 1995.
Electronic thermometers require monthiy calibration.

a.

b. There are no records of the calibration of theﬁrecording thermometer and
daily temperature checks revealed as much as a 5 °C different between the
recorder thermometer and the internal thermometer, used for daily comparisons.
Since neither thermometer was standardized or calibrated it is not possible to
determine which recording, if either, was correct. When temperatures were out of
specification no corrective action was taken.

c. The Temperature chart log for May 2001 documents that temperatures were out of
specifications on at least 6 occasions. Five occasions when the temperature
recorder showed the temperature was warmer than required (-17°C when the
standard is between -18°C to -20°C), and one occasion when the temperature was
-21°C (when the standard is no colder than -20°C).

d. While the temperature recorder was reading -17°C the digital thermometer was
showing a temperature of -22°C.

Failure to maintain written Standard Operating Procedures (SOP’s) that include all
steps in the collection, processing, compatibility testing, storage, and distribution of
blood and blood products [21 CFR 606.100(b)(15)]. Your SOP’s do not address how
to, or when to, calibrate thefijjjjiidigital thermometers or the @iiifffl§Recording
thermometers used in the blood bank.
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ures to correct these deviations. Failure to promptly
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eviations may result in regulatory action without further notice. Such
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udes license suspension and/or revocation, seizure, and/or injunction.

1
4Kl
ed
1

~

o~

~

.- 1 1

1

o

office in writing, within 15 working days of receipt of this letter, of
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ps you have taken to correct the noted violations and to prevent their
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iy shouid be sent to the Food and Drug Administration, 22
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for the delay and the time within which the corrections will be completed.
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